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MESENCHYMAL STROMAL CELL infusion

Policy 

Mesenchymal stromal cells (MSC) may be administered to patients under clinical trial protocols for conditions of immune/inflammatory disorder. 

Purpose

This protocol describes the procedure for safe administration of MSC to patients.

Scope

This procedure is performed for patients who are enrolled in clinical trials involving MSC administration.

Responsibilities

Medical officers are responsible for:

· Providing the original trial consent form to the Principal Investigator

· Notifying relevant nursing and manufacturing laboratory staff of patient enrolment 

· Providing documentation for infusion (Insert name of relevant hospital documents)
Nursing staff are responsible for:

· Notifying manufacturing laboratory staff of impending MSC infusion 

· Notifying manufacturing laboratory staff when patient is being prepared for infusion

· Receiving the prepared MSC from manufacturing laboratory staff 

· Verifying the product label, accompanying documentation and patient identification.

· Infusing MSC in accordance with this procedure and standard nursing practice

· Monitoring vital signs and notifying medical officers of adverse events

· Recording infusion information on the Cell Therapy Infusion Form
· Documenting infusion in the patient medical record (Insert name of relevant hospital documents).
Laboratory staff are responsible for:

· Preparing the MSC product for infusion

· Delivering the prepared MSC product to the clinic/ward.

· Ensuring MSC product receipt is recorded on the Cell Therapy Infusion Form (and the Distribution Form as applicable).

Equipment

· SmartSite® Gravity Set –needle-free valve port or equivalent standard gravity administration set (if filtered, filter must be >170um)

· 0.9% Sodium Chloride, intravenous infusion BP (50 - 100mL, bag) 

· 0.9% Sodium Chloride, injection BP (10mL, ampoules)

· Peripheral cannula (22-24g)

· Vital signs monitor for blood pressure, SpO2 and pulse rate.

· Thermometer

· Emergency drugs (as indicated in relevant Hospital Nursing Practice Standards)

Promethazine (Diphenylhydramine or equivalent antihistamine)

Adrenalin (1:1000)
Hydrocortisone

· MSC, as prepared by the laboratory and containing bag access device with side access
· BD PosiFlush SP Syringes (10 mL pre-filled saline syringes) for infusions at (Insert name of hospital) (4/MSC product bag) or 20mL syringes of 0.9% Sodium Chloride, intravenous infusion BP (2/MSC product bag).
Procedure

Study Treatment

· MSC are administered as the trial protocol indicates. 

· MSC are prepared by the manufacturing or receiving laboratory and delivered to the clinic/ward for immediate infusion. 
· MSC are supplied in a cell bag containing a bag access device with side access.

· 4x10mL pre-filled saline syringes, or 2x20mL syringes of saline prepared on site, are required for flushing the cell bag. 

· MSC are administered by infusion over 10-15min.

On the day of Infusion

On the day of each infusion, the following procedures and assessments must be performed.
· Vital signs (blood pressure, heart rate, temperature, respiratory rate) must be measured within 15min prior to cell infusion (time 0) and then at 15min, 30min and 60min from start of infusion for the first infusion. If there are no adverse indications, for subsequent infusions, patients may only require monitoring for 30min.

· Oxygen saturation must be monitored by pulse oximetry. Baseline SpO2 must be stable at (92% prior to cell infusion and monitored up to one hour after the start of MSC infusion. It may be monitored continuously, if clinically indicated. Supplemental oxygen may be administered in order to reach the required saturation level. 
· Assess and record concomitant medication and compliance. 
· No pre-medication should be administered, unless the recipient has had an adverse reaction to a previous infusion. Prophylactic treatment is hydrocortisone 100mg intravenously and a non-sedating oral antihistamine administered at least 30 minutes prior to starting the infusion.

· No other medication should be given during the infusion of MSC unless determined medically necessary by the medical officer.

MSC Infusion

1. On completion of vital sign assessment, nursing staff will prepare the infusion set up by priming the gravity set with saline (50 - 100mL)

2. Cannulate patient as appropriate (22-24g cannula) i.e. cubital fossa. A central line may be used if present. 

3. Connect primed gravity set to patient.

4. Check MSC product against the request and patient details. 
5. Check MSC product expiry date and time (5 hours post thaw). Do not use if the MSC has expired.

6. Spike smartsite port of cell bag with gravity set and connect cells.

7. Slowly infuse cells over 15min.

8. Flush bag with 20mL saline provided by laboratory through smartlock side access. Repeat flush.

9. For two bag infusions, spike the second bag, infuse and repeat saline flushes.

10. Saline may be used to further flush line of giving set

11. Monitor vital signs as above and observe patient for a minimum of 30min.

12. Assess and record adverse events. Notify medical staff immediately and be prepared to administer hydrocortisone and promethazine and/or adrenalin under instruction from the medical officer. 

13. Disconnect line and remove cannula.

14. Complete the infusion record on the Cell Therapy Infusion Form.

15. Discharge patient.

16. Send the completed Cell Therapy Infusion Form to (Insert manufacturer’s name).

adverse reactions

1. The infusion must be stopped if the following occur:

· The subject develops symptoms or signs of respiratory compromise such as tachycardia, cyanosis or complains of shortness of breath.

· If the SpO2 decreases to <85% over a continuous period of 5min.

2. Refer to Infusion Information for further information about adverse reactions.
3. Record adverse reactions on the Cell Therapy Infusion Form.
Records

Records of infusion are maintained in the patient medical record file.

The completed Cell Therapy Infusion Form (original or faxed copy) is stored by (Insert manufacturer’s name).
documents

Infusion Information DOC40

FORMS

Cell Therapy Infusion Form FORM116 

Distribution Form FORM48
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